THI'S OPI NI ON WAS NOT WRI TTEN FOR PUBLI CATI ON
The opinion in support of the decision being entered today (1)
was not witten for publication in a law journal and (2) is
not bi ndi ng precedent of the Board.
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Before WLLIAMF. SM TH, ELLIS and WEI MAR, Admi nistrative
Pat ent Judges.

ELLIS, Adm nistrative Patent Judge.

DECI SI ON ON APPEAL
This is an appeal fromthe final rejection of clains
1 through 16, which are all of the clainms pending in the

application. Cdains 1 and 6 are illustrative of the subject

! Application for patent filed February 6, 1992.
According to the appellants, this application is a
conti nuation of Application 07/506,938, filed April 10, 1990,
now abandoned.
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matter on appeal and read as foll ows:

1. A nmethod for maintaining gastrointestinal integrity
and function in a patient whose gut bacteria flora is
nodi fied, reduced, or elimnated so as to inpair its ability
to provide short chain fatty acids as an energy source
conpri si ng:

adm nistering to the patient a conposition including a
l'ipid source that upon hydrolysis yields short chain fatty
aci ds.

6. The nethod of Claim1 wherein the conposition that
upon hydrolysis yields short chain fatty acids includes at
| east one lipid source chosen fromthe group consisting or
triglyceride, diglyceride, and nonogl yceri de.

The references relied on by the exam ner are:

I ngenbl eek et al. (1ngenbl eek) 4,526, 793 July 2,
1985

Bl ackburn (Bl ackburn "~ 197) 4,528, 197 July 9,
1985

Nel son et al. (Nelson) 4, 665, 057 May 12,
1987

Cotter et al. (Cotter "807) 4,678, 807 July 7,
1987

Ward et al. (Ward) 4,678, 808 July 7,
1987

Si nko 4, 690, 820 Sep. 1,
1987

Bl ackburn et al. (Blackburn "062) 4,703, 062 Cct .
27, 1987

Jandacek et al. (Jandacek) 4,753, 963 June 28,
1988
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Bistrian et al. (Bistrian) 4,810, 726 Mar. 7,
1989

Cotter et al. (Cotter "098) 4,920, 098 Apr. 24,
1990

Babayan et al. (Babayan) 4,952, 606 Aug.
28, 1990

Kl emann et al. (KIemann) 4,992, 292 Feb
12, 1991

Cotter et al. (Cotter ‘89), “Conpetitive effects of |ong-
chain-triglyceride emul sion on the netabolismof nedi um chain-
triglyceride emulsions”, Am J. din. Nutr., Vol. 50, pp. 794-
800 (1989).
Johnson et al. (Johnson), “Mediumchain-triglyceride lipid
ermul sion: netabolismand tissue distribution”, Am J. din
Nutr., Vol. 52, pp. 502-508 (1990).

A reference relied on by this nerits panel is:

The Merck Manual, “Gastrointestinal D sorders”, Sixteenth
Edition, pp. 832-34 (1992).

Clains 1 through 16 stand rejected under 35 U. S.C. §
102(b) as anticipated by or, in the alternative, under 35
U S C 8§ 103 as unpatentable over Cotter (‘89), Babayan,
Cotter ('098), Cotter (*807), Ward, Blackburn (*197),

Bl ackburn (*062), |ngenbl eek, Nel son, Sinko, Jandacek,
Bi strian, Kl emann, and Johnson.

W reverse.

In the case before us we agree with the appellants that
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the examiner’s rejection is |less than a nodel of clarity.

Al though a plethora of references have been cited by the
exam ner as either anticipating or rendering obvious the

cl ai med nmethod, no where in the Answer does the exam ner
identify the teachings within the references on which his
findings or conclusion are based. Mreover, we find the
exam ner’s reading of the treatnent of the specified patient
group out of the clains to constitute legal error.?

Accordingly, the rejection is reversed.

O her |ssues
Upon return of this application to the corps, the
exam ner shoul d consider the patients described in applied

prior art and determ ne whether they would include patients

Z\We refer to the examiner’'s statenent on p. 7, para. 4 of
the Answer that:

[a] preanble is generally not accorded any
pat ent abl e weight, by the U S. P.T.O, when it nerely
recites a purpose for carrying out the process.
[Ctations omtted.] A preanble is of no patentable
i nport when the clained process relates to a nethod
of using rather than a nethod of meking. [Citations
omtted.]
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“whose gut bacteria flora is nodified, reduced, or elimnated
so as to inpair its ability to provide short chain fatty acids

as an energy source. According to the specification, this
physi ol ogi cal state can occur, but is not limted to, the
treatment of patients with antibiotics, chenotherapy, or

radi ation. Specification, p. 2, lines 2-4. In this regard,
we direct attention to the teachings of Cotter ‘807 that
triglycerides of nediumchain fatty acids (MCTs), which
include triglycerides of G fatty acids, be admnistered to
patients with organ transplants, Crohn’s disease, etc. Wth
respect to Crohn’s di sease, for exanple, The Merck Manual 3
states that imunosuppressive drugs are effective to treat
sone aspects of the disease, and that “[b]road spectrum
antibiotics that are active agai nst enteric gramnegative and
anaerobic flora nay be of benefit in reducing disease activity

in some patients but are nost effective for suppurative

conplications (e.g., abscess infected fistula).” Thus, it

® The Merck Manual, Sixteenth edition, pp. 832-34 (1992),
copy attached to this decision. W recognize that this
edition is not prior art against the present clains. The
exam ner should performthe necessary investigation to
determine if simlar know edge is contained in the prior art.

5
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appears that sonme of the patients described by Cotter ‘807,

m ght be within the breadth of the clains on appeal. However,
the burden is on the exam ner, and not this nerits panel, to
make such findings. |In the event that the exam ner does
determine that the patients described by Cotter ‘807, or any
other prior art reference, are enconpassed by the clains, he
must clearly state, on the record, the factual basis for any
such findings and provide the appellants with a fair
opportunity to respond.

Al ternatively, the exam ner m ght consider whether the
speci fication woul d have enabl ed one skilled in the art to
“make and use” the clained nethod as required by 35 U S.C. 8§
112, first paragraph. The exam ner shoul d consi der whet her
the specifi-cation would have enabl ed one skilled in the art
to determ ne which patients are enconpassed by the clains in
the first instance. That is, the exam ner m ght consider
whet her the teachings of the specification would have enabl ed
those skilled in the art, to identify those patients in which
the “gut bacteria flora is nodified, reduced, or elimnated so

as to inpair its ability to provide short chain fatty acids as
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an energy source.” For exanple, will any patient taking
antibiotics be afflicted with the clai med physi ol ogi ca
condition, or just those patients taking certain antibiotics?
Is there a diagnostic assay available to those skilled in the
art to identify the claimed patient type?

In addition, the exam ner m ght consider whether the
speci fication woul d have enabl ed the cl ai ned net hod for
mai nt ai ni ng gastroi ntestinal integrity by adm nistering a
conposition conprising a |lipid source that upon hydrolysis
yields short chain fatty acids. For exanple, it appears that
the exanples in the specification only disclose conpositions
whi ch conprise preforned short chain fatty acids (SCFA) and,
not conpositions which conprise a lipid source which upon
hydrol ysis yields short chain fatty acids.* Specification,

Exanples 1

“1f the nediumchain triglycerides (MCTs) used in the
exenplified conpositions hydrolyze to form SCFAs in vivo, then
it would appear that the conpositions described in references
such as Cotter *807 which contain MCTs, especially those
described as triglycerides of C fatty acids, wll of
necessity hydrolyze in vivo to form SCFAs. Thus, the issue
beconmes whet her the prior art teaches or suggests
adm ni stering MCTs to patients neeting the requirenents of
claim 1.
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through 4, pp. 5-11. Thus, the exam ner m ght consi der

whet her

the specification description of the nutrient conpositions
woul d have enabl ed one skilled in the art to “nmake and use”
the clained Iipid source.

Finally, assum ng arguendo the specification does enable
the use of a conposition conprising the appropriate lipid
source, the exam ner should consider whether it would have
enabl ed one skilled in the art to determ ne whether said
conpositions are capable of effective maintai nance of
gastrointestinal integrity and function. That is, it does not
appear that the specification provides any assays or ot her
indicia by which the effects of adm nistering the clained
conposition can be nonitored. Are breakdown products to be
neasured in the patient’s serum urine, etc., or are there
physi ol ogi cal changes which can be observed in the patient in
whi ch the treatnent was effective?

The exam ner is cautioned that should he determ ne that
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the specification fails to satisfy the requirenents of 35 USC
§ 112, first paragraph, he has the initial burden of providing
a reason based on technical reasoning and/ or objective
evidence as to why one skilled in the art would not have been
abl e to make and use the clainmed invention w thout undue
experinmentation. In re Goodman, 11 F.3d 1046, 1050, 29 USPQd
2010, 2013 (Fed. Gr. 1993); In re Wands, 858 F.2d 731, 737, 8
USPQ 2d 1400, 1404 (Fed. GCr. 1988); In re Marzocchi, 439 F.2d
220, 223, 169 USPQ 367, 369 (CCPA 1971).

The decision of the exam ner is reversed.

REVERSED

WliliamF. Smth )
Adm ni strative Patent Judge )
)
)
)
Joan Ellis ) BOARD OF
PATENT
Adm ni strative Patent Judge ) APPEALS AND

) | NTERFERENCES
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El i zabeth C. Wi mar
Adm ni strative Patent Judge

Hll, Van Santen, Steadman & Sinpson
A Prof essional Corporation

85th Fl oor Sears Tower

Chi cago, IL 60606
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